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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 07 February 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
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DETAILED ACTION 
Claims 1-23 are presented for examination. 

Applicant's response to the restriction requirement filed on February 7,2008 is 
acknowledged. Accordingly, Applicants elect Group I, claims 1-15, drawn to a freeze- 
dried preparation comprising methylcobalamin with traverse. Applicant asserts that 
Group I and Group II should be rejoined and examined on their merits. Applicant is 
reminded that these two inventions are independent and distinct from each other. Each 
invention has a different design with a different mode of operation and each invention 
requires a different field of search. Therefore if restriction between two inventions are 
not required there would be a serious burden on the Examiner. Claims 1-15 are not in 
condition for allowance and, therefore, the claims of Group I will not be rejoined with the 
claims of Group II. Therefore, the restriction requirement between the two groups is still 
deemed proper and is made final, maintained. 

Claims 16-23 are withdrawn from consideration as being directed to non-elected 
subject matter. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a 
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foreign country or in public use or on sale in this country, more than one year 
prior to the date of application for patent in the United States. 

Claims 1-15 are rejected under 35 U.S.C. 102(b) as being anticipated by Bouloumie et 

al. (US Pat. No. 6284277 B1) 

Bouloumie et al. teach a freeze-dried formulation consisting of an amorphous 
phase and a crystalline phase, which is pharmaceutically acceptable, comprising at 
least one nonprotein active ingredient, characterized in that it contains mannitol and 
alanine (see abstract). The freeze-dried product consists of an amorphous phase and 
a crystalline phase the amorphous phase predominantly consists of mannitol and 
active ingredient (see col. 4, lines 45-48). According to another of these features, the 
subject of the present invention is the production of stable freeze-dried products 
containing a pharmaceutical active ingredient cryoprotected by an amorphous solid 
phase consisting completely or partially of mannitol, this amorphous phase coexisting 
within the freeze-dried product obtained after sublimation and drying of the frozen 
solution, with a crystalline phase consisting essentially of alanine (see col. 4, lines 62- 
67 and col. 5, lines 1-2). Other pharmaceutically acceptable excipients normally used 
in freeze-dried forms may be introduced into the formulation according to the present 
invention, such as for example buffers or acid-bases which make it possible to adjust 
the pH, antioxidants (col. 5, lines 10-15). The solution follows a cycle comprising 
freezing, then sublimation and drying adapted to the volume to be freeze-dried and to 
the container containing the solution. Preferably, a freezing rate close to -2.degree. 
C./min is chosen (see col. 6, lines 13-17). The sublimation and drying times, 
temperatures and pressures are adjusted according to the volumes of solution to be 
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freeze-dried and the residual water content desired in the freeze-dried product. A 
freeze-dried product is then obtained in which the alanine exists in crystallized form, 
and the mannitol in a completely or partially amorphous form. The freeze-dried product 
may be stored at 25.degree C and even up to 40 degree C without adversely affecting 
the chemical and biological stability of the active ingredient which it contains (see col. 
6, lines20-29). Vitamins for example used in the formulation are thiamine, riboflavin, 
nicotinamide, pyridoxine, sodium panthotenate, biotin, ascorbic acid, folic acid, 
cyanocobalamin, cobalamide, and hydroxycobalamide (col. 7, lines 40-43). 
Composition of a freeze-dried to be taken up in 4 ml of water. CONSTITUENTS Unit 
formula in (mg) Apyrogenic alanine 72.0 mg, Apyrogenic mannitol 36.0 mg (see col. 
17, Example 4). 

It is known in the art that the cobalamin family comprises vitamin B12 
(cyanocobalamin), hydroxocobalamin, methylcobalamin, and adenosylcobalamin, 
among others (see US Pub. No.200201 19947 A1 , page 1 , paragraph 0002 ). 

Consequently, the reference anticipates the claimed invention defined in claims 

1-15. 

Conclusion 

No claims of the present application are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Zohreh Vakili whose telephone number is 571-272- 
3099. The examiner can normally be reached on 8:30-5:00 Mon.-Fri. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel can be reached on 571-272-0718. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 

Zohreh Vakili 

Patent Examiner June 19, 2008 
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/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 
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